








1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Radiological Health Control Activities Radiation Control and Health Safety Act (RCHSA)
PAC 86008, 86009 Authority - 86

3. PROGRAM TYPE COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT

4. OBJECTIVES

Use Control:

Provide technical assistance to State and Federal radiological health programs implementing FDA use control programs,
including DENT (see the compliance program for a more complete statement of objectives and laboratory support); Maintain
liaison with State radiological health programs; Provide support for regional training activities and regional videotape library;
Promote implementation of programs to optimize radiation exposure; Communicate FDA policies to State and local health
agencies.

Emergency Planning & Response Activities:
To act as a focal point for emergency readiness response planning by States.

5. PROGRAM JUSTIFICATION

Medical Device and Radiological Health Use Control and Policy Implementation:

Rapidly changing technology requires that the FDA develop use control programs whose effective implementation will require
training beyond that possessed by most State radiological health program personnel.

Emergency Planning & Response Activities:
The Agency has been assigned responsibilities by the Federal Emergency Management Agency to review radiological
emergency response plans prepared by the States.

6. FIELD OBLIGATIONS

Use Control: RRHRs will maintain liaison and provide technical assistance to State/Federal radiological health program
personnel; assist in the planning and presentation of quality assurance training with the region; help select State participants in
new use control programs; serve as managers of the regional videotape library; and attend the following meetings: National
Conference of State Program Directors; Regional meetings with state and local radiological health agencies; and HQ annual
meetings with CDRH, ORA and other FDA officials. WEAC will provide Laboratory Support for the DENT programs.
Emergency Planning & Response Activities: Provide consultation to states and attend regional emergency planning meetings.
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED

BY DISTRICT OFFICE [ 1svcenter BY BOTH
[ ] comprerENSIVE [ ] ABBREVIATED [ ]orecten

¢. PROBDUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Emergency Planning & Response Activities: 94YN-99

e. EXAM TYPE
]:[ CHEMICAL I__—, MICROBIOLOGICAL I:l PHYSICAL [:l ENGINEERING

[T microanatyricat [ others (SPECIFY)

b. INSPECTION TYPE

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Regulated Tobacco Products - Domestic and Import Tobacco - 96

PACs 96R800, 96T800, 96R824, 96R833

3. PROGRAMTYPE [ | COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES

To inspect domestic manufacturers of regulated and imported tobacco to determine compliance with

the Federal Food, Drug, and Cosmetic Act as amended by the Family Smoking Prevention and Tobacco Control Act and its
implementing regulations.

To take administrative and/or enforcement action when violations are observed.

I5. PROGRAM JUSTIFICATION
The Federal Food, Drug, and Cosmetic Act, as amended by the Family Smoking Prevention and Tobacco Control Act
requires the agency to conduct inspections at Jeast once a two-year period.

6. FIELD OBLIGATIONS

CTP plans to issue multi-district inspection and investigation assignments as needed in lieu of any compliance program(s)
during the fiscal year to cover all statutory and regulatory provisions in effect. CTP anticipates approximately half the universe
of registered tobacco establishments to be inspected during the fiscal year. Further, CTP anticipates the collection of domestic
samples for laboratory analysis to either support enforcement actions or to ensure compliance with certain provisions in effect.
CTP plans to develop import alerts and assignments as needed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED

BY DISTRICT OFFICE BY CENTER I:I BY BOTH

b. INSPECTION TYPE
[ ] compreHENsIVE [ ] aBeREVIATED DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Cigarettes, cigarette tobacco, roll-your-own tobacco, and All tobacco codes
smokeless tobacco

e. EXAM TYPE
CHEMICAL I:I MICROBIOLOGICAL l:l PHYSICAL l:l ENGINEERING

I___l MICROANALYTICAL OTHERS (Label, Labeling, Advertising Reviews)

f. CHECK THE FOLLOWING ATTRIBUTES
Characterizing flavor, low, light, milk, or similar descriptor provision
Labeling/promotion information as requested in each assignment

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

Liguid chromatography coupled to triple quadrupole mass spectrometer (LC/MS-MS); Gas Chromatography coupled with
flame-ionization-detector and mass spectrometer (GC/FID/MS); GC/MS; GC/MS-MS among other instruments
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